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LASER LIGHT SHOW NOTIFICATION 
HFZ 312, ROOM 1352 

DATE; 05105/00 
F.D.A. Variance # 77PO403 

Mr. Manuel Karos 
Food +IF~ Drug Administration 
Center for Devices and Radiological Health 
1390 Piccard Drive, Rockville, MD 20857 
Tel: (301) 5944646 
Fax: (301) 5944672 

Dear Mr. Karos, 

AItacneU please find a variance application and initial repoft with 4 copies of each for 
The Falls park Show. 

Should you have any questions, please contact me. Thank you. 

Best Regards, 

Vic@resident of Operations 

c>-;i’ q> 
202Lf$jm,pORheaST 15th CT. l Miami, Florida 33179 l 305.Ssb.6665 l Fax 305.690.6881 

wW4aserneWofk.com 
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DEPARRTMENT OF fi~%LTli AND nuWAN 
PUBLIC HEALTr SERVICE I 

T-723 P.O3/05 F-617 
APPLICATION FOR A VbY-‘NCE 
FROM 21 CFR 1040.11(c~. .h A 
LASER LIGHT SHOW, fIrSPLAY, 

OR DEVlCE 

Laser Pro Project& 

o PRODUCT FOR WHICW 1 *ARlANCE IS REOUESTED 

Fi 
a LaSEA DlSPfAl PEVICE 
A PRWCCTOR FOR A L~SFR LIGRT SqDw 

fii$ A LASER MnT Sno~v 

q OTtlER ,-,,...,,*1 

E. q PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO OTHER 
LASER LIGHT Sn4ru CROOuCERS 

d PRODUCT I5 INTENDED FOR USE IN P 

0 PLANEiAfltUh4 OR OWES OOnE PRO&CTlOi+ STRRUCTuPE 

IJ TNEnTER 

0 rtOTEwOTEc @MLLROOM OR MEETING ROOM 

0 OTOIX DISPLAYS 

0 TRnDE Snow 067 CONVEP1TiOlU 

Q RISCOTMEQUE QR wtn? CcuS 

Gi PnYlClON 

Ei 

INOOOR AREhA 

ouTWOR rFEha 

E 

kUSEUI* 

OUTOOOR uN6hCLOB&2 AREA 

I2 OTnER (k..VB) 

B PRODUCT IS4N‘TENOED TO BE I+?&0 

q nl’ ONLY ONE I/..,-,~ VOCATION 
-- Q 6.7 4 VAAIETT OF (mdJ LOCATIONS 

0 OTHER (‘),...vq 

8. LnSER RAOIs 

LJEWI t4Qwr ,895 r,--s.,. ,.I. , I WAVE LEf 

Q TOUR 1S INTE~~DED TO RUN FOFI 

MORE I,-,AN 6 YONThS 

E 1.6 MONTIIS 

cl CESS T HAN 1 MQITH 

q NOT APPLICABLE vw, d I.,,,, , 

D OTHER (+r,r.) --_ 

P. PROOuCT UTILIZES TnE FOLLOWING LASER EFFECTS 

@ FRONT SCREEN PRO1ECSiOnS 

@ REAR SCREEN PROJECTIONS 

0” 

~OLOGRAPITIC 015Pw15 

MULTIPLE REFcECTIONIDIFFRACT~ON EFFECTS 

: 

AUDlENCE $CAM”lNt , t,... ,rr.,,..,.~. . ..<...~.,.v ill<. s I,., . ..r.~,.. ,.n. .n.,n~k,, .,r,w, , 

REFLECTIONS FROM STATIONARV hvRROR5 OR MIRRORED SURFACES 
,i3wrw Il., m. 1.. , 

kt ST~TTDNARY IRRADIATION OF RolnT~lrG MIRROR &ILLS: ETC 

@ SCANNING lRRnD1r71Ok OF ROTATlhG MIRROR 84~~5 ETC 

q FlSER OPTIC PROJECTIONS 

’ &? FOG SMOTE. OR OTHER SCAT~ERI& ENvANCEME~ EFFECTS 

0 OTwER (\,.rr,,, _ _ ____ 

ON LEVELS 

n5 ,“rnJ I 
PEnn POWER I ), -11.1 

Argon Krypton mixed 458-647 nm 15 Watts 

L 

I I 
Q IF ANT CA’%% RnD~~Tioh 16 PULSED OR SCANWED GIVE Tnf PULSE D~RATIQN AND RvTE AND SCANNI@ FREQuEhCy AND AMPLITUOE 

Scanning Frequency O-3%, Scanning Amplitude O-45 degrees- 
C 

0. RE&ON FOR REQUESTING VARIANCE 

COMPLIANCE WTm THE LlmlTS OF 21 CFR 10~0 71(e) WOud RESTRICTT& INTENDED USE OF Toe PROGuCT BECA&g COMFLIANCS; WOULD ~1~17 Tn.? OUTPUT 

L‘ POWER TO THE EaTEpT THAT THE DESIRED EFFECTS WOULD NOT BE GUFFICIE~TLT VISIBLE 

Ll OW% OR aDfh%Qrrn~ EXPLANATION ,b,, .,,, , 

r PROOuCT IS INT~NCIEP TO BE USED AT mr ONE LOCUTIP~ 

z 

MORE TUAh 15 OUTS 

WORE TMN 5 BUT NOT MORE THAN x5 DAIS 

n LESS Tn*n 5 DAYS 
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4CCESSlBCE EMISSION u%i ‘c@- IFICD IN 21 CFP 1040 11(c1. 
a IT-IS PROKISEO TO DEVIATE FFKM $nE +ROv~kitiN 6f 21 CFR iOdO.1 l(c) AS FOLLOWS: 

.- 
, 

12. AOVAf+faGES TO BE DERIVED FROM SUCH QEvIATlON 

a LASER utr~T SHOWS AND DISPLAYS ARE ACCEPTED i=OPULnR MEDIA IN ENTERTAINMENT AND ThE ARTS. USE OF POWER LEVELS iN 
EXCESS OF THE LIMITS IMPOSED Er 21 CFR 1040 11(c) IS NECESSARY TO ACnlEvE ME REQUIRED EFFECT’s IN THESE MEPIA 

a OTHER OR ADDITIONAL ADVANTAGES (c&cnbc ati eipla~n) 

13 ErPkAlN THE aLTERNATE MEANS OF FI~DIATION PROTECTION To BE PROVIDED. ICncck as many bolgg 6s ap& IV rtsm 1~ “Rsmarks.” rur;utv any DO~CS 
nor ~necm, using aua,c+onaI 5m1s as nsc-fv Slara any 0mer me& of ndrPrmn prourmion Ihax &!I be r(s8q I 

a. 

0 

f. 

u. 

a 

I 

g 

P 

I. 

I. 

k. 

a ALL UISER PPODUCTS, STSTEMS. SHOWS, AtiD PROJECTORS WILL BE CERTIFIED TO COhPLf WITH 21 CFR 1040.10 AND TnE CONDI- 
Tiolvs OF Tti1.s VARJANCE AND WILL 8E REPORTED AS FiEgulREQ BY 21 CFR KIO2.10 AND 1002 12 USING ThE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANT INTRODUCTION INTO COMMERCE. u 

0 EFFkTS NOT SPECIFICALLT INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORrUIED. NO OTnER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENTTO THE VARIANCE MAS SEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS. AS 
APPLICABLE. tlAvE BEEN SIJBMI?~EQ 

0 SCANNING. PROJECTION. OR PEFCECTION OF LASER AND COLLATERAL RADIATION (LIGI-IT snow RAPIATION) INTO AUDIENCE OR OTHER 
ACCESSP~LE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED B‘t THE ATMOSPHERE. 
ADOED ATMOSPHERIC SCATTERING MEDIA. AND TARGm SCREENS. 

&I LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CUSS I WILL NOT BE PERMITTED AT ANT POINT LESS WAN 9.0 METERS ABOVE 
ANY SURFACE UPON WnlCn PERSONS OTHER THAN OPERnTORS. PERFORMERS. OR EMFxOrEES ARE PERMUTED TO STAND OR 2.5 
hlETERS BEiOW OR IN LATERAL SEP4RATiON fROkr ANT PIACE WIIERE SlrCn PERSONS ARE PERulnEO TO BE. OPERATORS, 
PERFORNIERS, AND EMPLOYEES FILL NOT BE REoulRED OR ALLOWED TO VIEW RADIATION ABOVE Tnf; LtMiTS OF CLASS I OR BE 
EAPOSED TO RADIATION ABOVE HE LIMITS SPECIFIED IN 21 CFP 1040.1l[c). 

q ANY PRODUCT wk01 RELIES ON SCANNING TO YEETKCESS. E.%POSuRE, OR PROQuCT CUISS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM wrr10-1 PIRECTLT SENSES SCANNER MOTION AND WHICI-I WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING 
TnE APPLICABLE LIMIT. 

@ ALL USER LIGIIT SHOWS SHALL EE UNQER TfiE DIRECT AND PERSONAL CONTROL OF TRAINED. COMPETENT OPERATOR(S). THE 
OPERATOR(S) WILL. , 

(1) IMMEDIATELY TERMINATE TnE EMMISSION OF LIGIIT SHOW RADIATION IN THE EVENT OF &NY UNSAFE CONDITION, 

(2) BE LOCATED *HERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVEP AT ALL T;MEEs; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING ANP CONDUCT OF TnE OPERATOR. 

b THE MAXIMUM USER PROJECTOR OUTPUT POWER WILL NOT ExCEPD THE LEVEL REOuiRED TO OBTAIN THE INTENDED EFFECTS 

@ THE PROJECTION SYSTEM (I.E. TrrE PAOJECTOR AND ALL OTnER COhPONENTS uSED TO PROOUCE THE LIGHTING EFFECTS) WILL BE 
SECVRELY MOUNTED OR IMMDBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. Bf5ard LIMITERS WILL BE PROVIDED 
4S AN INHERENT PART OF THE SfSTEC DESIGN TO PREVENT OVERFILLING Of SCREENS, $Enkr STOPS. TARGfTS. ETC. 

63 LASER PROJECTORS WILL NOT BE OEWERED TO ANY OTHER PARP~ UNDER AN AGREEMENT Of SALE, L!%?Z, OR LOAN w&E%3 AND 
UNTIL TnE RECIPIENT DEMONSTRATES THAT Trrm HAVE A VARIANCE IN EFFEq AT THE TIME OF OELIVEF~T THAT PERMITS THEM To 
PRODUCE CnSER UGHT SHOWS INCORPORATING SUCH PROJECTOR. 

q IN ADDITION TO TnE REOulREMENTS OF 21 CFR lRqO.lO(n), TkE MANUFACTURER OF urSER PROJECTOR%SYSTE~~~S WJLL PROVIDE TO 
PARTIES WtiO PURCIIASE, LEnSE, OR BQRROw TtiE WUIPMENT, APEOVATE USER-S INSTRUCTIONS FOR SnFE INS‘r4LIATlON AND 
OPERATION ANP WHlCti EXPLAIN TnE RESPONSlBlClTY OF TnE RECiplENT pS AN INDEP~NOENT LIGHT Snow hANUfACTURER TO 
Su61.4lT TIIE REPUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDRn PRIOR To INTROPUCTION INTO COMMERCE OF 
ANT USER LIGMT SI-LOWS 

65 THE REQUIREMENTS Of 21 CFR loP2.3O(aXl) AND (2~ WILL i3E ACCOMPLISHED TnROuGn THE USE OF WRI~EN PROCEDURES FOR SETUP. 
ALIGNMENT, TESTlNF, ANQ PERFORMANCE OF EaCti StiOw. THESE PROCEDURES WILL BE IN SUFFICIENT PffuL TO ENSURE COM- 
PLIANCE WITH 21 CFR 1040 10. TnE CONDITIONS OF THIS V4RIaNCE. AND THE CONTROL OF ACCESS TO RAPIATION AREAS USING TnP 
PROCEDURES DESCRIBED IN THE ANSI 2136.7 STANOARP FOR TnE SAFE USE OF u&SEAS (AMI%~ICAN NATQNAL STnNDARDS INSTITUTE. 
1430 BROADWAT, NEW ~0% NY lMl8J OR &Nt OTnER EQUIVALENT USER CONSENSUS STANOARD ANQ, WHERE APPLICABLE, STATE OR 
LoCAr REQUIREMENTS. LASER RADIATION AREAS WHICM CAN CONTAIN RADIATION LEVELS ABOVE 7nE LIMITS SPECIFIED IN 21 CFR 
l~.ll(c). WILL BE CLEARLT IDENTIFIEP BY THE POSTING OF WARNING SIGNS ANDIOR RESTRICTING nCCESS T~ROLIG~I PHTSICAL 
MEANS (SUCH AS PAESSuRE SWITCHES, P~IOTOCELLS, BARRIERS, GUARDS. ETC). Tli!ZiSE RE+IIREMENTS Apply TO TEhPoRnRy AREAS 
(%JCtl AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FlrV4L OR PE~ANENT AREAS. THE VARIANCE nOcDER WILL RETAIN 
THE RECORDS OF TnESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR moz.3~. A COPY OF THE VARIANCE .- 
APPLICATION, TnE APPROvrrr. LEER. CURRENT PROCEDURES, AND RECORDS RELATING To E~0-l PARTICULAR Snow WILL BE WiT?i 
TnE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPOkSi- 
BLE AUTHORITIES 

I 

FORM FDA 3ir7 (S/87) 
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PAOPOSED EFFECTS INCUJDINC~~~*‘~TAT~MENT OF THE MAXIMUM POWER OUTPUT IN,?ED SUCH NOTIFICATIONS WILL BE MAP& BUT 
NOT NECESSARILY BE LIMITED; ,d 

‘s) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH. OFFICE OF COMPLIANCE (HFZ312). 8757 GEORGIA AVE.. S~LUER SPRING, MD 

J :.i 
20910. PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERART FOR ~IOBJLE SHOWS. IN ADD!. 

i . 
TION, UNLESS ALL ASPECTS OF EACH SHOW I-iAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED. WCn 

I NOTICE WILL INCLUDE DETAILEP DESCRlPTlONS OF EACH SHOW AND A LUSTING OF ALL EFFECTS TO 8E PERFORMED IN SUFFICIENT 
D-AIL TO CONFIRM CdMPLlhNCf WrfH lliEt?EGUlmTlO+?i ANO TtilS V&%nNCE 

(2) TnE FEDERAL AvlA7lON ADMINISTRATION (FAA} FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E., INCLUDING SETup. 
ALIGNMENT. REHEARSALS. PERFORMANCES. ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OQJECTIONS WILL BE RE. 
SOLVED AND ANT CONDITIO,NS REQUESTED ET FAA WILL i3E aDnERED TO IF THESE CONDITIONS CAN NOT BE MET, THE OE.IEC. 
TIONABLE EFFECTS WILL BE DELETED FROM THE SHOW 

(3) STATE AND LOCAL RaDlATiON CONTROLOFFICESIAGENCIES FOR ALL SHOWS TO BE PERFORwEP WITHIN TIIEIR JURISDICTIONS. ALL 
REQUIREMENTS OF STATE AND COCAL LAW WILL i3E SATISFIED AND ANY O(3JECTlONS RA~SEP BY LOCAL AUTHORITIES WJLL BE RE- 
SOLVED OR THE EFFECTS DELETED &ISTS OF FEPERnL AND STATE OFFICES ARE 4vAllP6LE FROM THE CENTER FOR DEVICES Ati!, 

RADIOLOGICAL HEALTH UPON REOUEST.J 

1’4. REMAR&S 

I CERTIFICATION 

.j. SIGWTUAE 16. NAME tTra or Prmr) 

Lary Etten Laser Safety Officer 
FORM FpA 3147 W87) 


